@
Dr.Reddy’s ‘3’-

Dr. Reddy's Laborateries Ltd,

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, INDIA
Tel: +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 1 0of 10/ Ctp. 1 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ IIpoxykt: N6yKkaun®, TabeTKH, NOKPBITHIE MJEHOYHOl 060/109K0ii, 400 Mr + 325 mr

Market / PBIHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne = Voiies O6nem cepuu " 800000.0 Tab

Analytical Repo:‘t No / - 040002812352 Date of Analysis / - 95.02.2025

AHanuTHYecKHH oTyeT Ne JlaTa anasu3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa npou3BoJacTBa I'open no

Mfg. License No. / .

TIpousBoacTBeHHAs - MNB/05/263 DG, e prg . JITI-Ne(003654)-(PT-RU)
Homep PY

JHnensus Ne

Inalysis performed according ND: / Ananu3 nposeaen mo H/I: JIII-Ne(003654)-(PI'-RU)-101123

Noe |Test / Iloka3aTesb

Results/ Pe3yabTaTsl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarcyJIOBUIHOH (OPMBI, MOKPBITHIE
MJIEHOYHOH 060JI04KOH OpaHkKEBOro
L[BETA, C PUCKOI Ha OJJHON CTOPOHE;
Ha TIONEPEYHOM paspese — SAPo
Oenoro nBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku karncynoBUAHON
(hOpMBI, TOKPBITHIE TIIEHOYHOH 0D0I0YKOH
OpPaH)XEBOT'0 HBETA, C PUCKOH Ha OAHOH CTOPOHE;
Ha MOMepevYHOM pa3pese — sApo 6eNoro uiu
moyTH 6€J0ro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorsercTByeT TpeboBaHusam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

IMogroroeneno: Santosh Kumar

Maurya /
Z P

Checked by /

o

-

[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Pyxosoaurens: QmitLKumar

—

Reprint Date:
Harta: 25.02.2025

Reprint Date:
Jara: 25.02.2025

Reprint Date: V.
JlaTa: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




®o
Dr.Reddy’s ‘}'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykann®, TabieTkn, 1OKPLITHIE MIIEHOUHO# 060J104K0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne SR Ob6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002812352 Date of Analysis / - 95.02.2025

AHaJuTHYeCKHI oTueT No JaTa ananu3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

Jara npousBoacTBa I"ogen no

Mfg. License No. / MA number: /

Ipon3BocTBeHHAs! - MNB/05/263 namoer: . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / AHanu3 leOBeIlEHO HA: JIII—.N‘Q(OO3654)-(PF-RU)-101i23

2

Identification /
IlopIHHHOCTD

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa ynep:KHBaHMS OCHOBHbIX THKOB Ha
XpOMATOrpaMMe HCIBITYEMOTO paCTBOPA AOIIKHbI
COOTBETCTBOBATH BpeMeHaM ylIepKUBaHHs MHKOB
HA XpoMmarorpamMme pacTBOpa CTaHAAPTHBIX
obpasuoe ubynpodeHa U napaueramona (pasnen
«Konn4yecTBEeHHOE OMpeleIeHUEN)

Average tablets weight /
Cpennsas macca Tab1eToK

967.1 mg/967.1 Mmr

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %)/

Ot 940,9 M J0
(970,0 mr = 3,0 %)

999,1 MT

Disintegration /
PacnagaemocTn

08 min 15 sec/ 08 muH 15 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuyanmne: IlponykT cooTBeTcTBYET TpebosanusaM HJI

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Hara: 25.02.2025

Prepared by / Checked by / Approved by: Manager/Executive

[Moarotoneno: Santosh Kumar | [Iposepeno: Pardeep Kumar | /Ono6peno: Menemxep /

Maurya { PykoBoguteny: Amit Kumar
2 =l oA

Reprint Date: Reprint Date: Reprint Date: |/

Jara: 25.02.2025

Hata: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q:.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel : +91 58166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Iponyxr: M6ykaun®, TabaeTkH, HOKPBITbIE IJIEHOYHOl 060J10uKoit, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepnsa Ne V2500253 O6bem cepun ~ 800000.0 Tab

Analytical Repovrt No/ - 040002812352 Date of Analysis / . 25.02.2025

AHaanTHYeCKHH oTyeT No Jarta anannsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JaTta npon3BoACTBa I'ogen no

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHan : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)
Homep PY

JuueH3us Ne -

Analysis performed according ND: / Anaan3 nposeaen mo H/I: JIIT-Ne(003654)-(PI'-RU)-101123 —|

S |Dissolution /

PacTBOpenne
101 % to 102 %

99 % to 101 %

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His0; (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyNO:z (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cootBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3aknwuenune: OJOBPEHO

Prepared by / Checked by /

IToarorosneno: Santosh Kumar | Ilposepeno: Pardeep Kumar | /Opo6peno: Menemxep /

Maurya (@r C>L——»

Approved by: Manager/Executive

PyKOBOIII/ITeJIbl.\QmiILKumaI‘
|II '_'/‘_/

—

of

Reprint Date: Reprint Date:
Hara: 25.02.2025 Hara: 25.02.2025

Reprint Date: '
Hara: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tei: +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 4 of 10/ C1p. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykr: U6ykaun®, TabaeTkH, IOKPHITHIE IEHOYHOH 060J1049K0ii, 400 Mr + 325 Mr
|11poay ) p

Jaunensus Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne A O6nem cepuu ~ 800000.0 Tab

Analytical Repovrt No/ - 040002812352 Date of Analysis / - 95.02.2025
AHanuTHYECKHH oTdeT No JlaTa aHa/IM3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTta npou3BsojcTBa TogeH a0

Mfg. License No. / MA number: /

IpounsBoacTBeHHast : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anasu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PojacTBeHHBbIC IPpUMeCH than 0.005% /
Method 1 / Meton 1 4-amuHOdeHON (IpUMECh MapauleTramona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
perucrpatiu Jiobas enuHduHas npuMech (uOynpodena wiu
napaneramorna) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meroa 1 + Merton
2) ue 6onee 0,7 %
0.0006%
7 |Water / Bona 1.5% Not more than 5.0% /
_ B He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akatouenune: OJJOBPEHO

Prepared by / Checked by /
[Moarotosaeno: Santosh I{umqr
Maurya ¢

e

[/
-

[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHnemxep /
Pyxonom-n‘iu;: J&fr}fiit Kumar

N~ .

Reprint Date:
Hata: 25.02.2025

Reprint Date:
Hara: 25.02.2025

Reprint Dalk: N
Jlata: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




@
Dr.Reddy’s ‘f‘.‘

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei ; +91 98166 56061-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: Hoykaun®, TabaeTu, NOKPBITHIE MIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PpiHoOK :Russia / Poccns
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusa Ne § V2300253 O6beM cepun © 800000.0 Tabd
Analytical Repo:’t No/ - 040002812352 Date of Analysis / - 25.02.2025
AHanuTH4YeckMii oTyeT No JaTa ananuza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa nmpou3BoacTBA I'oaeH go
Mfg. License No. / .
IIpou3BoacTBEHHAS : MNB/05/263 MAsnumbers/ . JIII-Ne(003654)-(PI'-RU)
Homep PY
_Jnnen3us Ne

Analysis performed according ND

: / Anaau3 nposegen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHOpPOIHOCTb
(no3upoBaHus

- ibuprofen / ubynpoden

- paracetamol /
napaleTamon

Acceptance value (AV) should be not more than

1.6 15.0 /ITokasatens npuemneMocTH (AV) noykeH

2.7

OBITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / IToka3zaTens npuemieMoctd (AV) goJbKeH
6bITE He bonee 15,0

Remarks : The Product conforms to ND/
I pumeuanue: [IpoaykT cooTBeTcTBYET TpeOoBaHUusAM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya ‘@

Checked by /
[IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyKOBonHTenﬁ‘\AmEt/Kumar

Reprint Date:
Hara: 25.02.2025

Reprint Date:

Jara: 25.02.2025

Reprint Date: |
Hara: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ o
Dr.Reddy’s ‘_’.’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Jel: +51 98166 560C1-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 6 of 10/ Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: Moykaun®, TaéneTku, OKpLITbIE IUIEHOUHOI 060/104K0#, 400 Mr + 325 Mr

Market / PuiHOK :Russia / Poccus
Batch No / . Batch Quantity / _~ 800000.0 tab /
Cepus Ne - V2500253 O0bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002812352 Date of Analysis / - 95.02.2025
AHaguTH4YecKHii oTueT No JlaTa aHa/H3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

ATA MPOU3BOJACTBA I'ogen no
Mfg. License No. / MA number: /
IpouseogcTBeHHas : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)

Homep PY

Junedzus Ne ——

Analysis performed according ND: / Ananu3 nposeaen mo HJL: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpobnojgorayeckas
yucrora*

a) Total aerobic microbial
count / Ob1ee 4ucno
a3pOBHBIX
MHKPOOPTaHH3MOB

NA

b) Total combined yeasts NA
and mould count / O61iee
YHCIIO IPOMNOKEBBIX H
NJecHeBbIX 'PUOOB

¢) E. coli NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall
ir

be absent in

lg / OrtcyrcTBue

B

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHMAM HJI

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Santosh Kumar | [Iposepeno: Pardeep Kumar | /Ogo6peno: Menemxep /
Maurya PykoBoautenp: Amit Kumar
Lo Qﬁ-—"ﬂ,—' Iu"fK_ = ":-__, —
Reprint Date: Reprint Date: Reprint Date:|
Hara: 25.02.2025 Hara: 25.02.2025 Hara: 25.02.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

! - S feyaTalel
Tel: +91 98186 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 10/ C1p. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykann®, Tab6aeTKH, IOKPHITHIE NUIEHOYHON 000/104K0ii, 400 Mr + 325 mr

Market / PriHoOK :Russia / Poccus

Batch No / ; Batch Quantity / . 800000.0 tab /
Cepus Ne £ Y200 OobeM cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002812352 Date of Analysis / - 95.02.2025
AHajquTHyecKHi oTyeT Ne JlaTa aHaau3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

Jara npou3BoacCTBa I'onen a0

Mfg. License No. / MA number: /

IIpouzBoACTBEHHAS : MNB/05/263 ’ : JII-Ne(003654)-(PT'-RU)

Howmep PY

_JiHuen3us Ne

Analysis performed according ND

: / Ananus nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

onpeaesieHue
|

o |Assay / KonnuecTtBeHnHoe

396.3 mg/396.3 Mr

316.56 mg/316.56 mr

360.0 to 440.0 mg of C;3H;30; (ibuprofen) per
tablet /

Ot 360,0 mMr 1o 440,0 mr C13H1302 (ubynpoden) B
TabieTke

292.5 to 357.5 mg of CsH9NO, (paracetamol) per
tablet /

Ot 292,5 mr 10 357,5 mr CsHoNO; (mapanieramon)
B Tabnetke

11 | Package / YnaxoBka

10 tablets in PVC/AIl blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTtok
B [IBX/Al 6aucrep. Ilo 1 6auctepy
B Mayky KapTOHHYID BMECTE C
HHCTPYKIMEH 110 MPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B [IBX/Al 6mucrep. ITo 1, 2 unu 20
OMMCTEPOB B MauyKky KapTOHHYEO BMeECTe C
HHCTPYKUHEH 110 NPUMEHEHHIO.

12

Labeling / MapkupoBKa

According to ND. / B cootsetcTBu# ¢ H/I.

13 | Storage conditions /

XpaHeHHe

At temperature not more than 25 °C. /

[Tpu Temneparype He Bble 25 °C.

Shelf life / Cpoxk
rOJHOCTH

14

S years / 5 net

Note: References in the normative document are given to the Rus. Ph XIV,

Remarks : The Product conforms to ND/
IIpumeyanue: [1poaykr cootBercTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /

Maurya

IMoaroroeneHo: Santosh Kumar

-

Checked by /

[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens: I_Qmit‘iliumar

4 —

Reprint Date:
Harta: 25.02.2025

Reprint Date:

Jata: 25.02.2025

Reprint Date: |
JaTa: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500634, Teiangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




@ Dr. Reddy's Laborateries Ltd.

@
( - Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56061-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykT: MOykanu®, Tab/IeTKH, IOKPHITHIE INIEHOUHOI 060104K0ii, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne V2500253 O0bem cepun " 800000.0 Tab
Analytical Repo:'t No/ - 040002812352 Date of Analysis / - 95.02.2025
AHaJIHTHYECKHI oTUeT No JlaTa anaam3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

| laTa npou3BOACTBA I'open o
Mfg. License No. / MA number: /
IIpouszBoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)

Howmep PY
| munensns Ne

Analysis performed according ND: / Anasn3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IMpumeuanne: CCHUIKM B HOPMaTHBHO!M TOKyMeHTaluN npuBeaeHsl Ha 'O PO XIV.

* [IpOBOMMTCS MPOM3BOAMTENEM IIPU BBITYCKe MEPUOANUECKH: JUIS Kaxcoi 20-0ii cepuu UM He MeHee 1 pasa B
roj. [Toka3aTens MOXeT ObITh HE BKIIOUEH B cepTUdUKAT aHAH3a QHUPMEL.

API name / HanmeHoBanue APC: Ibuprofen / Hbynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [lapanieramon
API manufacturer batch number / PIBM240215 APAP/24091296

Homep cepun npoussoautenss ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIHU NIPOH3BOAUTE/ISA FERA00729 FERAO00540
Jid:
Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa OxTuB Granules India Limited, India /
IIpouspoautens ADPC, cTpaHa: ®dapma Caliencus Jlumures, I'panynec Munus Jlumuren, Unnusa
HUnaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cooTBeTCTBYET Tpebopanusam HJT 3axmouenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Moarotosineno: Santosh Kumar | [posepeno: Pardeep Kumar | /Ono6peno: Menemxep /
Maurya : PyxoBoautens:Amif Kumar

Reprint Date: Reprint Date: Reprint Date: '
Hara: 25.02.2025 JHarta: 25.02.2025 Jara: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




‘. ® Dr. Reddy's Laboratoeries Ltd.

’ *® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel ;: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

Product : Tbuclin, film-coated tablets, 400 mg + 325 mg

Hponykr: M6ykaun®, Ta6eTkH, NOKPHIThIE MIEHOYHOH 060.104K0ii, 400 Mr + 325 mr

Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne & V2500253 Obbem cepun " 800000.0 Tab
Analytical Repourt No / - 040002812352 Date of Analysis / . 95.02.2025
AHaIUTHYECKHI 0T4YeT No JlaTa aHanu3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JaTa npon3BoACTBA T'oaen no

Mfg, License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Howmep PY
JIHIeH3us Ne
Analysis performed according ND: / Anann3 nposegen mo HJI: JII-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, aapec, JHIEH3HS A1 I-p Penan’c Jlaboparopuc JIta., Unaus, [IponssoacTeeHHoe
IIpousBoacTBeHHas muomaaka / Ilnomagka nonpasnenexue-6, Bunn. Kxons, Hanarapx Poyn, bapu, Jluctpuxr
KOHTPOJs1 kadecTBa / Ilmomanka Beimycka | Couan, X.I1., 173205, Unnus (nuuedsns nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akJ/i0uenne o cooTBeTcTBHH: «HacTosAMMM s OATBEPXK /a0, YTO NPUBEACHHAs BhIle MHGOPMALMA ABNAETCA
JIOCTOBEPHOM M TOYHON. DTa cepus MPOAYKUMH Mpou3BeleHa (BKIIOYas yNakoBKy (MapKHPOBKY) U KOHTPOJb
KauecTBa) HA BBILIEYKa3aHHOW TPOW3BOACTBEHHOW miolnaake (MIOIaAKax) B [OJHOM COOTBETCTBHM C
Tpe6oBanusmu [IpaBun Haexalleii MPOM3BOACTBEHHON MpakTUkU EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs16pst 2022) 1 TpeOOBAHUAMU KOHTPOJIS Ka4€CTBa JICKAPCTBEHHBIX CPE/ICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: Ipoaykr cootBercTByet TpeboBanmsm HJL 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | Ilposepeno: Pardeep Kumar | /Omo6peno: Menemxiep /
Maurya f PykoBoaurtens: Amit Kumar
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Reprint Date: Reprint Date: Reprint Datef
Jlara: 25.02.2025 Hara: 25.02.2025 Jara: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laborateries Ltd.
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A
Page 10 of 10 / CTp. 10 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoxykt: Hoykann®, TabneTKH, NOKPHIThIE IUIEHOYHOH 060104K0i, 400 Mr + 325 mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne $ V2500253 O6nem cepuu " 800000.0 Tab

Analytical RepoE‘t No/ - 040002812352 Date of Analysis / - 95.02.2025
AHaJUTHYECKHIi 0TyeT Ne Jata anamsa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTta npousBoJcTBa I'ogen no

Mfg. License No. / MA number: /

IpouzBoacTBeHHAsA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)

Homep PY

JIHIEeH3HsT Ne - - o B
Analysis performed according ND: / Ananus nposeaen nmo HJI: JITI-Ne(003654)-(PI'-RU)-101123

a TaK)K€ B COOTBETCTBHHU CO CHCHI/I(I)I/IKaL[l/IﬂMI/I, COACPXKAUMHUCA B PErACTPAllTUOHHOM JOCHE CTPaHbI-UMITIOpTEpPA.
3anucH no NPOHU3BOJCTBY, YIIAKOBKE H aHAJIM3Y MPOBEPEHEI, U YCTAHOBJIEHO HX COOTBCTCTBUC TpeGOBaHI/IﬂM HpaBI/I.H
HajJiexalei HpOHSBOﬂ,CTBCHHOﬁ IMpaKTHKH EBpa3HﬁCKOFO 3KOHOMHUYECCKOT'O COKO3a)».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanue: [Ipoaykr coorsercTByeT TpeboBanusam HJT 3axmouenne: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Moaroroeneno: Santosh Kumar | [lposepeno: Pardeep Kumar | /Ono6peno: Menemxep /
Maurya { /g\' 01/— PykoBonuten ?:\Alqi‘t_Kumar
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